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(ii) Submit documentation on supply
costs incurred during the most re-
cently completed fiscal or calendar
year cost report showing—

(A) By modality, a complete list of
supplies used routinely in a dialysis
treatment;

(B) The make and model number of
each dialyzer and its component cost;
and

(C) That supplies are prudently pur-
chased (for example, that bulk dis-
counts are used when available).

(iii) Submit documentation on over-
head costs incurred during the most re-
cently completed fiscal or calendar
year cost reporting year showing—

(A) The basis of the higher overhead
costs;

(B) The impact on the specific cost
components; and

(C) The effect on per treatment costs.

[62 FR 43668, Aug. 15, 1997, as amended at 70
FR 70331, Nov. 21, 2005]

§413.186 Payment exception: Self-di-
alysis training costs in pediatric fa-
cilities.

(a) Qualification. To qualify for an ex-
ception to the prospective payment
rate based on self-dialysis training
costs, the pediatric ESRD facility must
establish that it incurs per treatment
costs for furnishing self-dialysis and
home dialysis training that exceed the
facility’s payment rate for the training
sessions.

(b) Justification. To justify its excep-
tion request, a facility must—

(1) Separately identify those ele-
ments contributing to its costs in ex-
cess of the composite training rate; and

(2) Demonstrate that its per treat-
ment costs are reasonable and allow-
able.

(c) Criteria for determining proper cost
reporting. CMS considers the pediatric
ESRD facility’s total costs, cost find-
ing and apportionment, including its
allocation of costs, to determine if
costs are properly reported by treat-
ment modality.

(d) Limitation of exception requests. Ex-
ception requests for a higher training
rate are limited to those cost compo-
nents relating to training such as tech-
nical staff, medical supplies, and the
special costs of education (manuals and
education materials). These requests
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may include overhead and other indi-
rect costs to the extent that these
costs are directly attributable to the
additional training costs.

(e) Documentation. The pediatric
ESRD facility must provide the fol-
lowing information to support its ex-
ception request:

(1) A copy of the facility’s training
program.

(2) Computation of the facility’s cost
per treatment for maintenance sessions
and training sessions including an ex-
planation of the cost difference be-
tween the two modalities.

(3) Class size and patients’ training
schedules.

(4) Number of training sessions re-
quired, by treatment modality, to train
patients.

(5) Number of patients trained for the
current year and the prior 2 years on a
monthly basis.

(6) Projection for the next 12 months
of future training candidates.

(7) The number and qualifications of
staff at training sessions.

(f) Accelerated training exception. (1) A
pediatric ESRD facility may bill Medi-
care for a dialysis training session only
when a patient receives a dialysis
treatment (normally 3 times a week for
hemodialysis). Continuous cycling
peritoneal dialysis (CCPD) and contin-
uous ambulatory peritoneal dialysis
(CAPD) are daily treatment modali-
ties; ESRD facilities are paid the
equivalent of three hemodialysis treat-
ments for each week that CCPD and
CAPD treatments are provided.

(2) If a pediatric ESRD facility elects
to train all its patients using a par-
ticular treatment modality more often
than during each dialysis treatment
and, as a result, the number of billable
training dialysis sessions is less than
the number of actual training sessions,
the facility may request a composite
rate exception, limited to the lesser of
the—

(i) Facility’s projected training cost
per treatment; or

(ii) Cost per treatment the facility
receives in training a patient if it had
trained patients only during a dialysis
treatment, that is, three times per
week.
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(3) An ESRD facility may bill a max-
imum of 25 training sessions per pa-
tient for hemodialysis training and 15
sessions for CCPD and CAPD training.

(4) In computing the payment
amount under an accelerated training
exception, CMS uses a minimum num-
ber of training sessions per patient (15
for hemodialysis and 5 for CAPD and
CCPD) when the facility actually pro-
vides fewer than the minimum number
of training sessions.

(5) To justify an accelerated training
exception request, an ESRD facility
must document that a significant num-
ber of training sessions for a particular
modality are provided during a shorter
but more condensed period.

(6) The facility must submit with the
exception request a list of patients, by
modality, trained during the most re-
cent cost report period. The list must
include each beneficiary’s—

(i) Name;

(ii) Age; and

(iii) Training status (completed, not
completed, being retrained, or in the
process of being trained).

(7) The total treatments from the pa-
tient list must be the same as the total
treatments reported on the cost report
filed with the request.

[70 FR 70331, Nov. 21, 2005]

§413.194 Appeals.

(a) Appeals under section 1878 of the
Act. (1) A facility that disputes the
amount of its allowable Medicare bad
debts reimbursed by CMS under
§413.178 may request review by the
intermediary or the Provider Reim-
bursement Review Board (PRRB) in ac-
cordance with subpart R of part 405 of
this chapter.

(2) A facility must request and obtain
a final agency decision prior to seeking
judicial review of a dispute regarding
the amount of allowable Medicare bad
debts.

(b) Other appeals. (1) A facility that
has requested higher payment per
treatment in accordance with §413.180
may request review from the inter-
mediary or the PRRB if CMS has de-
nied the request in whole or in part. In
such a case, the procedure in subpart R
of part 405 of this chapter is followed to
the extent that it is applicable.

§413.195

(2) The PRRB has the authority to
review the action taken by CMS on the
facility’s requests. However, the
PRRB’s decision is subject to review by
the Administrator under §405.1875 of
this chapter.

(3) A facility must request and obtain
a final agency decision, in accordance
with paragraph (b)(1) of this section,
prior to seeking judicial review of the
denial, in whole or in part, of the ex-
ception request.

(c) Procedure. (1) The facility must re-
quest review within 180 days of the
date of the decision on which review is
sought.

(2) The facility may not submit to
the reviewing entity, whether it is the
intermediary or the PRRB, any addi-
tional information or cost data that
had not been submitted to CMS at the
time CMS evaluated the exception re-
quest.

(d) Determining amount in controversy.
For purposes of determining PRRB ju-
risdiction under subpart R of part 405
of this chapter for the appeals de-
scribed in paragraph (b) of this sec-
tion—

(1) The amount in controversy per
treatment is determined by sub-
tracting the amount of program pay-
ment from the amount the facility re-
quested under §413.180; and

(2) The total amount in controversy
is calculated by multiplying the
amount in controversy per treatment
by the projected number of treatments
for the exception request period.

§413.195 Limitation on Review.

Administrative or judicial review
under section 1869 of the Act, section
1878 of the Act, or otherwise of the fol-
lowing is prohibited: The determina-
tion of payment amounts under section
1881(b)(14)(A) of the Act, the establish-
ment of an appropriate unit of pay-
ment under section 1881(b)(14)(C) of the
Act, the identification of renal dialysis
services included in the bundled pay-
ment, the adjustments under section
1881(b)(14)(D) of the Act, the applica-
tion of the phase-in under section
1881(b)(14)(E) of the Act, and the estab-
lishment of the market basket percent-
age increase factors under section
1881(b)(14)(F") of the Act.

[75 FR 49199, Aug. 12, 2010]
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